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Amendment and Response Under 37 C J-R. §1.116 - E^tpediled Examining Procedure 
Serial No.: 10/673,538 
Contirmaiion No.: 1 846 
Filed: September 29, 2003 

For: METHODwS AND KITS FOR THE DETECTION OF ERYTHROCYTES 

Amendments to the Claims 
This listing of claims replaces all prior versions, and listings* of claims in the above- 
identified application: 

Listing of gaims 

1 . (Currently Amended) A mediod for detecting occult blood in a specimen comprising: 

(a) treating the specimen with a reacting solution comprising a strong reducing agent; and 

(b) monitoring the treated specimen for fluorescence, wherein fluorescence indicates the 
presence of occult bloo d: and wherein the treated specimen fluor esces with a spectrum from 
about 530 nm to about 670 nm when excited at abou t 480 nm. 

2. (CuFxently Amended) A method uf claim 1, for detecting occult blo od in a specimen 
comprising: 

fa) seating the specimen with a reacting solution comprisi ng a strong reducing aeent: and 
(b) monitoring the treated specimen for fluorescence; 
wherein fluorescence indicates the presence of occ ult blood: and 
wherein the strong reducing agent is sodium borohydride. 

3. (Original) A method of claim 2, wherein the reacting solution is made up of 
approximately 0.1 percent to approximately 4 percent sodium borohydride. 

4. (Original) A method of claim 2, wherein the reacting solution is made up of 
approximately 0.2 percent sodium borohydride. 

5. (Original) A method of claim 1 , wherein the reacting solution is comprised primarily of 
phosphate buffered saline (PBS). 
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Amendment and Response Lfnder 37 C.F.R. §1.116 - Expedited Examining Procedure Page 3 of 1 4 

Serial No,: 10/673,538 
Confirmation No.: 1 846 
Filed: Sepicmbcr 29, 2003 

For METHODS AND KITS FOR THE DETECnON OF ERYTHROCYTES 

6. (Previously Presented) A method of claim 1. wherein the specimen is a biological 
specimen selected from the group consisting of feces» urine, cerebral spinal fluid, plural cavity 
fluid, thoracic cavity fluid and cerebral fluid. 

7. (Previously Presented) A method of claim 1 , wherein the fluorescence is monitored by a 
fluorescent spectrometer or a fluorescent microscope. 

8. (Currently Amended) A method of claim 1 , wherein the treated s p ccimcii flucii ' CACC& with 
ep ^nnm f . . -.i'>^ i ^ i - . r n ir s irV t n Ahnu t ^ , 70 nm whe n e > xfcittid at Aboiii 4C0 i\m Strong reducing agent 

is sodium borohydride. 

9. (Cuirendy Amended) A method for detecting one or more erythrocytes in a specimen, 
wherein the method comprises: 

(a) treating the specimen with a strong reducing agent effective to enhance the fluorescence 
of any erythrocyte present in the specimen; and 

(b) monitoring die fluorescence emitted by the treated specimen, whei^ein fluorescence of one 
or more erythi'ocytes in the treated specimen indicates the presence of erythrocytesi^nd 
wherein the treated specimen fluoresc es with a spectrum from about 530 nm to about 670 nm 
when excited at about 480 nm, 

10. (Previously Presented) A method of claim 9, wherein the specimen is a biological 
specimen selected from the group consisting of feces, urine, cerebral spinal fluid, plural cavity 
fluid, thoracic cavity fluid and cerebral fluid. 

11. (Original) A method of claim 9, wherein the erythrocytes are monitored by a fluorescent 
microscope. 
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Amendment and Response Under 37 C-F.R. §1.1J6 - Expedited Examining Procedure Page 4 of 14 

Serial No.: 10/673,538 
Confirmation No- : 1 846 
Filed: Sepiember 29, 2003 

For: METHODS AND KITS FOR THE DETECTION OF ERYTHROCYTES 

J 2. (CurrentJy Amended) A method for quantifying the amount of occult blood in a specimen 

comprising: 

(a) exposing the specimen to a reacting solution comprising a strong reducing agent; and 

(b) monitoring the utaicd exposed specimen for fluorescence, wherein fluorescence indicates 
the amount of occult blood present in the specimen: and wherein the eicnosed specimen 
fluoresces with a spectrum from about 530 nm to about 670 nm when e xcited at about 480 nm. 

13. (Previously Presented) A method of claim 1 wherein the specimen is a fecal specimen* 
the method further comprising, prior to step (a), purifying the fecal specimen to substantially 
remove all materials that wjU interfere with measuring the fluorescence of the fecal specimen. 

14, (Currently Amended) A test kit comprising a reacting solution comprising a strong 
reducing agent and directions for treating a specimen with the reacting solution, wherein 
fluorescence of the treated specimen is indicative of the presence of occult blood in the 
specime n: and wherein the treated specimen fluoresces with a spectrum from about 530 nm to 
about 670 nm when excited at about 480 nm. 

] 5. (Currently Amended) A test kit of claim 14, comprising a reacting solution com prising a 
strong reducing agent and directions for ureatinp a specimen with the rcactin p solution, wherein 
fluorescence of the treated specimen is indicative of the presence of occult blood in the specimen 
and w herein the strong reducing agent is sodium borohydride, 

16. (Original) A kit of claim 15» wherein the reacdng solution is made up of approximately 
0.1 percent to approximately 4 percent sodium borohydride. 

17. (Original) A kit of claim 15, wherein the reacting solution is made up of approximately 
0.2 percent sodium borohydride. 
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Amendment and Response Under 37 C.F.R. §1J J6 - Expedited Examining Procedure Page 5 of 14 

Serial No.: 10/673438 
Confimation No.: 1 846 
Filed: September 29, 2003 

For. METHODS AND KITS FOR THE DETECTION OF ERYTHROCYTES , 

18. (Currently Amended) A kit of claim [[15]] M, wherein the reacting solution is comprised 
piiniajjjy of phosphate buffered saline (PBS). 

19. (Previously Presented) A kit of claim 15, wherein the kit comprises containers for 
collecting and/or storing a specimen. 

20. (Cancelled) 

21. (Cancelled) 

22. (Previously Presented) A kit of claim 14, wherein the kit comprises (1) directions for 
gathering biological samples and specimens; and (2) protocols for analyzing whether those 
samples and specimens contain occult blood, and if so, the amount of occult blood present in 
each positive sample. 

23. (Original) A kit of claim H, wherein the kit is designed to detect fecal occult blood and 
includes reagents and containers necessary for collecting and purifying a fecal specimen. 

24. (Original) A kit of claim 14» wherein the kit compri5>e$ distinct containers for individual 
reagents and containers for collecting and/or storing biological samples and specimens. 

25. (Original) A kit of claim 24. wherein each reagent is aliquoted in an individual container. 

26. (Currently Amended) A method for comprising determining whether a subject is at risk of 
developing, or suffers from, a disease associated with cx:cult blood f fbvl l the method comprising : 
(a) treating a specimen obtained from the subject with a reacting solution comprising a strong 
reducing agent; and 
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Amendment and Response Under 37 C.F.R. §1.116 - Expedited Examining Procedure Page 6 of 14 

Serial No.! 10/673,538 
Confirmation No. ; 1 846 
Filed: September 29, 2003 

For: METHODS AND KITS FOR THE DHrECTlON OF ERYTHROCYTES 

(b) monitoring the treated specimen for fluorescence, wherein fluorescence indicaies the 
presence of occult bJood and the likelihood that the subject may develop or has developed the 
diseas e; and wherein the treated specimen fluoresces with a spectrum from about 530 nm to 
about 670 nm when excited at about 480 nm , 

27. (Currently Amended) A method [[claim]] of claim 26, wherein the disease is 
gastrointestinal tumors, kidney tumors* bladder tumors, lung cancer, thoracic wall cancer, or 
parasite infestation and the subject is a human. 

28. (Original) A method of claim 26, wherein the specimen is a biological specinoen selected 
from the group consisting of feces, urine, cerebral spinal fluid, plural cavity fluid, thoracic cavity 
fluid and cerebral fluid, 

29. (Previously Presented) A method for determining the extent and spatial distribution of 
erythrocytes trapped in cerebral tissues microvasculature comprising: 

(a) treating cerebral tissue microvasculature with a reacting solution comprising a strong 
reducing agent; and 

(b) monitoring the treated tissue for fluorescence; wherein the fluorescence indicates the 
extent and spatial distribution of erythrocytes trapped in cerebral tissue microvasculature. 

30. (Previously Presented) A method of claim 29, wherein the vasculature is flushed with 
heparinized saline by cardiac perfusion to remove erythrocytes from functional post-ischcmic 
brain microcirculation prior to treatment with the reacting solution. 

31 . (Currently Amended) A test kit comprising a reacting soliition comprising a strong 
reducing agent and directions for treating cerebral tissue microvasculature with the reacting 
solution, wherein fluorescence of the cerebral tissue microvasculature is indicative of the extent 
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Aiuendnieiit Response Under 37 C.F.R. §1.116 - Expedited Examining Procedure Page 7 of 14 

SeriaJ No.: 10/673,538 
Confinnalion No.: 1 ^^46 
Filed: September 29, 2003 

For; METHODS AND KITS FOR THE DETECTIQN OF ERYTHROCYTES 

and spatial distribution of erythrocytes trapped in cerebral tissue microvascuiatur e: and wherein 
ihe treated specimen fluoresces with a spectrum from about 530 nm to about 670 nm when 
excited at about 480 nm , 

32. (Currently Amended) A method for detennining whether a subject is at risk of developing, 
or suffers from, cerebral vascular trauma or bleeding, the method comprismg: 

(a) treating cerebral tissue microvasculature in situ or ex vivo with a reacting solution 

comprising a strong reducing agent; and 

fc) £b) monitoring the treated tissue for fluorescence; 

wherein the fluorescence indicates the extent and spatial distribution of erythrocytes trapped in 
cerebral tissue microvasculatuiie which is indicative of the Jikelihood that the subject may develop 
or has developed the disease cerebral vascular trauma or bleedin^. 

33. (Cunently Amended) A method of detecting the presence or past existence of erythrocytes 
in a specimen or sample comprising: 

(a) treating the specimen or sample with a reacting solution comprising a strong reducing 
agent; and 

(b) monitoring the treated specimen or sample for fluorescence, wherein fluorescence 
indicates the presence or past existence of erythrocyte s in the sample or specimen: and wherein 
the treated specimen fluoresces with a spectrum from about 530 nm to about 670 nm when 
excited at about 480 nm. 

34. (Currently Amended) A test kit comprising a reacting solution comprising a strong 
reducing agent and directions for treating a known or suspected blood sample with the reacting 
solution* wherein fluorescence of the treated sample is indic^itive of the presence of erythrocytes 
in the sample: and wherein the treated specimen fluoresces with a spectrum from about 530 nm to 
about 670 nm when excited at about 480 nm . 
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Amendment and Response Under 37 CF.R. §1.1 16 - Expedited Examining Procedure Page 8 of 14 

SeriaJ No.: 10/673^38 
ConfirjDation No.: 1 846 
Filed; September 29. 2003 

For: METHODS AND KITS FOR THE DETECTEON OF ERYTHROCYTES 

35, (CuirentJy Amended) A method of claim J , wherein the strong reducing agent is selecied 
from the group consisting of sodium borohydride» potassium borobydiide, calcium borohydride» 
copper borohydride, ammonium borohydride, benxyltriethylaramonium borohydride, benzyl- 
triphenylphosphonium borohydride* bis (triphenylphosphine)copper(I) borohydride, cetyl- 
trimethylammonium borohydride, lithium borohydride, metJiytrioctylammonium borohydride, 
teU'amethyiammonium borohydride, tetrabutyl ammonium borohydride, tetraethylammonlum 
borohydride, lithium aluminum hydride, dibo r an e and 9-DDN, Diliydr o gcn, Tlie Crignar d 
R e agent, diborane. dihvdrogen. a grienard reagent, dialkvlcopper lithium (lithium 

dialkylcuprate) reagents^ sodium, alkyl sodium, and alkyl lithium. 
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